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publication of ihe international appliealiun (Rule 12.4) 
□ international preliminary criminal ion (Rule 55.2 and/or 35.3 > 
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as originally filed/ fur rushed 



rueWved by this Authority on 
received by this Authority on 
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International application No. 

PCT/EP2004/005993 




liiw No. V Reasoned siaicn»cnl under Ankle ,W2) with rcnurtl lo novelty, invuniiv* sicp or Industrial applicability; 
Stations and explanation.* supporting, yuch statement 




J, SltilijnKnl 

i\o\<?uyiJN) 'Claims 1~^U VliS 
Claims NO 

lnv*niiw««piwi Clalnw 11-14, 16, 18-20 YES 
Claims 1-10,15,17 NO 

Industrial applicability lIA) claims 1-2 0 YES 
Claims NO 




2 Citation* nrvl explanation* (Rule 70.7) 

The subject matter of claims 1^20 is novel over the prior 
art (PCT Article 33(2)) in light of the documents cited 
in the international search report. 

The problem addressed by the present invention appears to 
be that of providing an alternative process for producing 
! micropellets- However, in light of the prior art the 

proposed process does not appear to involve an inventive 
step, since, compared to other granulation methods, spray 
granulation is a well-known process for preparing 
compositions of sparingly soluble active substances. 
Preparation of substances for granulation in the form of 
solid dispersions of micronized particles is likewise 
well known. The quantitative ratios shown also fall 
within the normal ranges for functional adjuvants and 
active substance. The list of solutizers in claim 4 is 
not limiting, since it is preceded by the expression 
"more particularly" . The preferred macrolide antibiotics 
of the present application are explicitly mentioned among 
sparingly soluble active substances of the prior art (see 
EP1027887 (Dl) paragraphs 18, 20, 23, 43, 45 and 73; 
WO02/089773 (D2) pages 16-17 and examples C and D) . The 
process claimed in claims 1-10 and the micropellets or 
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\lox No. V 



Reasoned <i(alem<iiu under Article 35(2) wllli rc^*«l to novclly, lin'OOflve a\ap or indict rial applicability: 
uiaUunsaiul cxpldnuliOns r»upporliji^M;ch Mutciiiuil 



pharmaceutical presentations thereby obtainable claimed 
in claims 15 and 17 do not appear to involve an inventive 
step (PCT Article 33(3)) in light of Dl and D2 . 

The process claimed in claims 11-14 and the products 
claimed in claims 18-20 involve an inventive step, since 
the processes so restricted and the products thereby 
produced are not suggested by the prior art. 

Expressions placed between parentheses in a claim can 
lead to lack of clarity, since it is not possible bo 
discern whether said expressions have a restrictive 
effect on the subject matter of the claim in respect of 
novelty (claims 8, 15 and 16; PCX Article 6) * 



Form PCT/IPE/V409 (Box No. V> (January 2004) 



BEST AVAILABLE COPY 



GESAMT SE I TEN 05 



